ANDA CHECKLIST
FOR COMPLETENESS and ACCEPTABILITY of an APPLICATION

ANDA Nbr: FIRM NAME:

RELATED APPLICATION(S): Bio Assignments:

First Generic Product Received? NO [ ]BPH []BCE

DRUG NAME: [1BST [ 1BDI

[ ] Micro Review

DOSAGE FORM:

Random Queue:

Chem Team Leader: PM: Labeling Reviewer:
Letter Date: Received Date:
Comments: On Cards:
Therapeutic Code:
Archival Format: Sections  (356H Sections per EDR Email)
Review copy: E-Media Disposition:

Not applicable to electronic sections
Field Copy Certification (Original Signature)

Methods Validation Package (3 copies PAPER archive)
(Required for Non-USP drugs)

Cover Letter Table of Contents

PART 3 Combination Product Category N Not a Part3 Combo Product

(Must be completed for ALL Original Applications) Refer to the Part 3 Combination Algorithm
Reviewing
CSO/CST Recommendation:
Date [ JFILE [ ] REFUSE to RECEIVE
Supervisory Concurrence/Date: __ Date: __

ADDITIONAL COMMENTS REGARDING THE ANDA:

Top 200 Drug Product:




ACCEPTABLE

Sec. 1 | Signed and Completed Application Form (356h) []
(Statement regarding Rx/OTC Status)

Sec. Il | Basis for Submission NDA# : u
Ref Listed Drug: Firm:
ANDA suitability petition required? NO -
If Yes, then is change subject to PREA (change in dosage form, route, active ingredient)
For products subject to PREA a wavier request must be granted prior to approval of ANDA.
Wavier Granted:
Sec. Il | Patent Certification u
1. Paragraph:
2. Expiration of Patent:
A. Pediatric Exclusivity Submitted?
B. Pediatric Exclusivity Tracking System checked?
Exclusivity Statement:
Sec. IV | Comparison between Generic Drug and RLD-505(j)(2)(A) ]
1. Conditions of use
2. Active ingredients
3. Route of administration
4. Dosage Form
5. Strength
Sec. V | Labeling (Mult Copies N/A for E-Submissions) 0

1. 4 copies of draft (each strength and container) or 12 copies of FPL

2. 1 RLD label and 1 RLD container label

3. 1 side by side labeling comparison with all differences annotated and explained

4. Was a proprietary name request submitted? (If yes, send email to Labeling Rvwr indicating such.)

Sec. Bioavailability/Bioequivalence
VI 1. Financial Certification (Form FDA 3454) and Disclosure Statement (Form 3455) Yes []
2. Request for Waiver of In-Vivo Study(ies): Yes

3. Formulation data same? (Comparison of all Strengths) (Ophthalmics, Otics, Topicals Perenterals)

4. Lot Numbers of Products used in BE Study(ies):
5. Study Type:  (Continue with the appropriate study type box below)

IN-VIVO PK STUDY(IES) (i.e., fasting/fed/sprinkle)
Study a. Study(ies) meets BE criteria (90% CI or 80-125, Cmax, AUC) []
Type b. EDR Email: Data Files Submitted: Yes
c. In-Vitro Dissolution: Yes




IN-VIVO BE STUDY with CLINICAL ENDPOINTS NO

Study a. Properly defined BE endpoints (eval. by Clinical Team)
Type b. Summary results meet BE criteria (90% CI within +/- 20% or 80-120)
¢. Summary results indicate superiority of active treatments (test & reference) over vehicle/placebo
(p<0.05) (eval. by Clinical Team)
d. EDR Email: Data Files Submitted
TRANSDERMAL DELIVERY SYSTEMS NO
Study a. In-Vivo PK Study
Type 1. Study(ies) meet BE Criteria (90% CI or 80-125, Cmax, AUC)
2. In-Vitro Dissolution
3. EDR Email: Data Files Submitted
b. Adhesion Study
c. Skin Irritation/Sensitization Study
Study NASALLY ADMINISTERED DRUG PRODUCTS NO
Type a. Solutions (Q1/Q2 sameness):
1. In-Vitro Studies (Dose/Spray Content Uniformity, Droplet/Drug Particle Size Distrib., Spray Pattern,
Plume Geometry, Priming & Repriming, Tail Off Profile)
b. Suspensions (Q1/Q2 sameness):
1. In-Vivo PK Study
a. Study(ies) meets BE Criteria (90% CI or 80-125, Cmax, AUC)
b. EDR Email: Data Files Submitted
2. In-Vivo BE Study with Clinical EndPoints
a. Properly defined BE endpoints (eval. by Clinical Team)
b. Summary results meet BE criteria (90% CI within +/- 20% or 80-120)
c¢. Summary results indicate superiority of active treatments (test & reference) over
vehicle/placebo (p<0.05) (eval. by Clinical Team)
d. EDR Email: Data Files Submitted
3. In-Vitro Studies (Dose/Spray Content Uniformity, Droplet/Drug Particle Size Distrib., Spray Pattern,
Plume Geometry, Priming & Repriming, Tail Off Profile)
TOPICAL CORTICOSTEROIDS (VASOCONSTRICTOR STUDIES) NO
Study a. Pilot Study (determination of ED50)
Type b. Pivotal Study (study meets BE criteria 90%CI or 80-125)
Sec. Components and Composition Statements
VIl

1. Unit composition and batch formulation

2. Inactive ingredients as appropriate




Sec.
VI

Raw Materials Controls

1. Active Ingredients
a. Addresses of bulk manufacturers
b. Type Il DMF authorization letters or synthesis
c. COA(s) specifications and test results from drug substance mfgr(s)
d. Applicant certificate of analysis
e. Testing specifications and data from drug product manufacturer(s)
f. Spectra and chromatograms for reference standards and test samples
g. CFN numbers

2. Inactive Ingredients
a. Source of inactive ingredients identified
b. Testing specifications (including identification and characterization)
c. Suppliers’ COA (specifications and test results)
d. Applicant certificate of analysis

Sec.IX

Description of Manufacturing Facility
1. Full Address(es)of the Facility(ies)

2. CGMP Certification: Yes
3. CEN numbers

Sec. X

Outside Firms Including Contract Testing Laboratories
1. Full Address

2. Functions

3. CGMP Certification/GLP

4. CFN numbers

Sec. XI

Manufacturing and Processing Instructions

1. Description of the Manufacturing Process (including Microbiological Validation, if Appropriate)

2. Master Production Batch Record(s) for largest intended production runs (no more than 10x pilot batch)
with equipment specified

3.1f sterile product: Aseptic fill / Terminal sterilization

4.Filter validation (if aseptic fill)

5. Reprocessing Statement

Sec.
X1l

In-Process Controls

1. Copy of Executed Batch Record with Equipment Specified, including Packaging Records
(Packaging and Labeling Procedures), Batch Reconciliation and Label Reconciliation

2. In-process Controls - Specifications and data

Sec.
X1

Container
1. Summary of Container/Closure System (if new resin, provide data)

2. Components Specification and Test Data (Type 111 DMF References)
3. Packaging Configuration and Sizes

4. Container/Closure Testing

5. Source of supply and suppliers address




Sec.

Controls for the Finished Dosage Form

XV, Testing Specifications and Data
2. Certificate of Analysis for Finished Dosage Form
Sec. Stability of Finished Dosage Form
XV 1. Protocol submitted
2. Post Approval Commitments
3. Expiration Dating Period
4. Stability Data Submitted
a. 3 month accelerated stability data
b. Batch numbers on stability records the same as the test batch
Sec. Samples - Statement of Availability and Identification of:
XVI | 1. Drug Substance
2. Finished Dosage Form
3. Same lot numbers
)?S/CI'I Environmental Impact Analysis Statement
Sec. GDEA (Generic Drug Enforcement Act)/Other:
XVIII

1. Letter of Authorization (U.S. Agent [if needed, countersignature on 356h])

2. Debarment Certification (original signature): Yes
3. List of Convictions statement (original signature)

OGD Template Revised 04/01/2004




